Background: Early involvement of palliative care improves patient quality of life; however, quantitative studies have not yet demonstrated a similar effect for caregivers, for whom the construct of quality of life is less well developed. Aim: To conceptualise quality of life of caregivers from their own perspective and to explore differences in themes between those who did or did not receive an early palliative care intervention. Design: Qualitative grounded theory study. Setting: Tertiary comprehensive cancer centre. Participants: Following participation in a cluster-randomised trial of early palliative care, 23 caregivers (14 intervention and 9 control) of patients with advanced cancer participated in semi-structured interviews to discuss their quality of life. Results: The core category was 'living in the patient's world'. Five related themes were 'burden of illness and caregiving', 'assuming the caregiver role', 'renegotiating relationships', 'confronting mortality' and 'maintaining resilience'. There was thematic consistency between trial arms, except for the last two themes, which had distinct differences. Participants in the intervention group engaged in open discussion about the end of life, balanced hope with realism and had increased confidence from a range of professional supports. Controls tended to engage in 'deliberate ignorance' about the future, felt uncertain about how they would cope and lacked knowledge of available supports. Conclusions: Caregiver quality of life is influenced profoundly by the interaction with the patient and should be measured with specific questionnaires that include content related to confronting mortality and professional supports. This would improve delineation of quality of life for caregivers and allow greater sensitivity to change. Registration: clinicaltrials.gov NCT01248624
Introduction
Lay caregivers provide an important and extensive contribution to patient care, particularly in advanced illness. 1 Although many caregivers describe personal growth and satisfaction from this work, it may also lead to impairments in psychological and physical health, immune function and financial well-being. 2 Palliative care is defined as interdisciplinary care that improves quality of life (QOL) not only for patients but also for their families, including family caregivers. 3 The domains of QOL for patients with advanced cancer are well described, 4, 5 and research in this area has resulted in the development of validated measures. [6] [7] [8] In contrast, research on QOL domains for caregivers of patients with advanced cancer is less well developed, and caregiver QOL is often measured using instruments developed for general populations. 9 There have been three previous studies describing domains of QOL for caregivers of patients with cancer. In the first study, which formed the basis for the items on the Caregiver Quality of Life Index-Cancer scale (CQOLC), 10 questions were asked regarding the impact on the caregiver on specific predefined areas of functioning (physical, emotional, social and family); 11 thus, domains were to a large extent predetermined. In the second study, qualitative interviews were conducted with caregivers of patients who were at a late stage of disease and already receiving palliative care. 12 Seven caregiver QOL domains were identified, reflecting the caregiver's state and outlook, patient wellbeing, quality of care, environment, finances and relationships. The third study was conducted in Singapore and described themes of QOL that are culturally relevant to Chinese caregivers in that country, within domains of physical, mental, social, spiritual, financial health and daily life. 13 We conducted a cluster-randomised controlled trial of early palliative care compared to standard oncological care in patients with advanced cancer, which demonstrated benefits for patients receiving early palliative care in QOL, symptom control and satisfaction with care. 14 For caregivers, there was a significant improvement in satisfaction with care although no difference was detected in QOL. 15 Other trials of early palliative care have similarly shown no difference in overall QOL for caregivers, although there were improvements in burden and mood. [16] [17] [18] [19] Following completion of our 4-month trial of early palliative care, we conducted qualitative interviews with a subset of caregivers in both trial arms. Our primary aim in this qualitative substudy was to develop an understanding of the QOL construct from the perspective of caregivers of patients with advanced cancer. A secondary aim was to elucidate any differences in themes for those in the intervention versus control group of the trial.
Methods

Randomised clinical trial
The methods and results of the primary trial are documented elsewhere. 14 The study took place at Princess Margaret Cancer Centre, a comprehensive cancer centre in Toronto, Canada, from December 2006 to February 2011. A total of 24 medical oncology clinics were randomised to early palliative care or standard oncology care. Eligible patients had stage IV cancer (those with breast and prostate cancer had hormone-refractory disease) or stage III with poor prognosis; had Eastern Cooperative Oncology Group (ECOG) performance status 0-2; had a clinical prognosis of 6-24 months; and passed a cognitive screen (Short Orientation-Memory-Concentration test <20 or >10 errors). Each patient was asked to identify their primary caregiver, who was approached with the patient's consent. Patients or caregivers were excluded if they were under 18 years old or had insufficient English fluency.
The intervention consisted of consultation in a palliative care clinic with a specialised physician and nurse and monthly follow-up for 4 months; as well, participants had 24-h access to the palliative care team by telephone. 14, 20 Palliative care reviews consisted of a comprehensive assessment of symptoms, patient and family psychological distress and family support needs; explanation and offer of home care services; and discussion of advance care planning according to patient and family readiness. Caregivers were encouraged to attend palliative care clinics, although their presence was not required. The control group received usual oncology care but could be referred to the palliative care team upon request.
Qualitative study
At completion of the 4-month randomised trial, selected caregivers were approached to participate in qualitative interviews for a grounded theory study. Originally conceived by Glaser and Strauss, 21 grounded theory methods consist of 'systematic, yet flexible guidelines for collecting and analyzing qualitative data to construct theories "grounded" in the data themselves'. 22 Although there are several traditions of grounded theory, [21] [22] [23] all have commonalities, perhaps most centrally the method of constantly comparing data to explore variations and similarities, form categories and ultimately to produce theory. 24 Our method was based on that of Corbin and Strauss, 23 who espouse the development of a 'core category': the overarching concept that ties the other categories together.
Caregivers were eligible for the qualitative study if the patient remained alive and had completed the trial to month 3 or 4. Initial sampling was conducted purposefully within each trial group, aiming for diversity in age, gender, and scores on measures of QOL and satisfaction with care. Theoretical sampling was conducted once the study was underway to solidify data within categories. This occurred both within the existing data and in the selection of further subjects. 23 The qualitative study was approved by the University Health Network Research Ethics Board and all participants provided written informed consent.
Semi-structured interviews lasting 25-90 min were conducted in person in a private setting at the hospital, except for one telephone interview. The interview guide was developed by the research team and included openended questions about QOL such as 'What things are most important to you in your life right now?'; 'What do you value the most?'; 'Has there been a change in what you find important?' Further questions were added based on the content of previous interviews, including questions on coping, relationships and thoughts about the future. Interviews were audiotaped and transcribed using a professional transcription service; transcripts were then checked for accuracy by research staff, corrected and anonymised. Interview files were entered into NVivo (QSR NVivo version 8, 2009 ).
Data collection and analysis occurred throughout the research process. Researchers coded the data line-by-line using an inductive, constant comparison method. 25 To minimise coder bias and develop themes, transcripts, emerging codes, field notes and quote context were discussed at weekly team meetings. The research team included members from palliative care, psychology, and psychiatry, as well as research personnel, who had completed training in qualitative research and grounded theory. Particular attention was paid to potential divergent cases to further refine themes. 26 As recruitment continued and the analysis progressed, emerging themes informed the content of future interviews, and a core category emerged from the analysis. Recruitment ceased once saturation of themes was achieved.
Results
Sample
In all, 50 caregivers were approached for interviews and 23 (14 intervention (i), 9 control (c)) participated. The reasons for declining included: feeling unwell/caring for unwell patient (i = 2, c = 3); lack of time/interest (i = 5, c = 5); palliative care content of the interview (c = 3); loss to follow-up (i = 3); patient recently deceased (i = 3) and unknown (i = 3). Most caregivers were female and acted as the caregiver for their spouse (Table 1) . Although all participants received the intervention assigned, one caregiver in the control arm arranged local palliative care the day before the interview due to previous experience as a family caregiver. This caregiver provided interesting observations that at times diverged from those of others in the control arm.
Six major themes of caregiver QOL emerged from the caregiver interviews; these are described in further detail below. The core category was living in the patient's world. Other related themes were the burden of illness and caregiving; assuming the caregiver role; renegotiating relationships; confronting mortality; and maintaining resilience. Overall, there was thematic consistency between intervention and control arms, except in the last two themes.
Living in the patient's world
Caregivers in both arms reported that their lives were now focused mainly on the patient and their illness. When asked what was most important in their lives, they responded largely in context of the patient's wellbeing: 'getting my husband's pain controlled' (C-410i); 'His health is the most important thing.
[…] That sort of overshadows everything …' (C-339c); 'taking care of the person who's sick is first and foremost' (C-465i). As one caregiver stated, 'your life does end up circling around the fact that your husband has cancer'. (C-269c) The caregivers' own QOL was thus markedly affected by that of the patient: 'As soon as I see him struggling or losing energy or being depressed, everything in my world, my own quality of life, comes to a screeching halt'. (C-263c) Some caregivers were able to transition easily to refocusing on life of the patient: 'My relationship with [patient] is now, more or less, she's the patient and I'm here to help her […] [W]herever she goes I will say, 'I will follow you' and no question about it'. (C-352i) For others, it was difficult to live in the patient's 'world of illness': 'Sometimes that's very hard because it's not my world we're in, it's his world. It's all about him, not me. I have trouble with that. It's difficult'. (C-652i) Either way, the experience of 'living in the patient's world' was affected by the burdens of providing care, the change in roles and renegotiation of relationships, the necessity of confronting mortality, and resilience and confidence obtained through internal and external supports, which all contributed to the QOL of the caregiver. 
The burden of the illness and caregiving
The burden of illness and of providing care affected every aspect of caregivers' lives, leading to emotional, physical, social and financial distress. Emotional burden was prominent, and was related primarily to the uncertainty of the illness trajectory, which was described as 'sitting on a time bomb' (C-618c):
Every morning when I get up, it's how will [patient] be today and what will tomorrow bring.
[…] It's all those complications that come with the unknown. That just gets to a person after a while. (C-539i)
Caregivers described the strain of 'watch[ing] someone else that you care for in pain all the time and be sick' (C-339c) and their feelings of helplessness and lack of control, leading to 'a level of anxiety that never really goes away' (C-269c). Physical burden was described mainly in terms of fatigue, loss of energy, and feeling generally 'run down', partly due to 'sacrific(ing) sleep to accomplish things' (C-454i):
Well, it's probably affected my energy level. I just don't have quite the energy I had because I guess I'm still kind of thinking, as much as you try not to, you're still thinking, what's coming next or where is it going. (C-618c)
In addition, a minority described other ailments they attributed to caregiving, including high blood pressure, migraines and worsening of asthma.
The emotional and physical burdens also had social consequences, as caregivers described lacking energy to socialise and feeling more withdrawn. Unexpected complications would thwart social plans: 'If you wanted to go out somewhere and she doesn't feel well that day, then that's it. It impacts on your life. […] It affects, the illness affects everybody'. (C-579i) Interactions with some friends were also affected by the advanced cancer diagnosis:
Yes I have friends that I've had for a long time, but people are busy with their own lives. I think that people don't always… they try to say the right thing, but they don't always. They try to tell you that it's going to be just fine and you know it's not.
Finally, caregivers felt burdened by financial concerns, as they weighed their options and pondered 'do I burn up my sick days? Stay on full salary? Do I go on long term disability?' (C-263c) Those who remained employed struggled with balancing work and caregiving; others who lost or gave up their jobs to become full-time caregivers tended to miss not only the income but also 'just having something to do every day that's for me' (C-674i):
I do miss the work. I think if mom had been living in [the same province] when she was first diagnosed, I probably wouldn't have had to quit, but having to be off for six months, that's a long time to have a leave of absence. (C-620c) Assuming the caregiver role Caregivers described taking on a new, multifaceted role as a caregiver. This involved a shift in their own roles as caregivers and in those of the patients, who became increasingly, and often reluctantly, more dependent. While there were practical tasks associated with caregiving -'changing the bed sheets, doing the laundry, getting the groceries, cooking the meals, […] getting the dishes washed (C-454i)' -providing emotional support was most salient:
I've felt that I've been able to give him a sense of security and just a gentleness, quiet support. That has been one of our strengths. (C-465i) So I think that me being there just listening to him whenever he wanted to talk was something that I think I could offer him that maybe helped him a little bit. (C-325c) This often involved caregivers putting their own emotions aside: 'So, if I'm feeling emotional or negative or whatever, I don't, I wouldn't let that show with herbecause that's not what my role is. My role is to be supportive'. (C-031i)
Caregivers also described themselves as managers and advocates. This was partly out of necessity, because 'every day there's something going on […] but there's also crises come along so crisis management is part of it' (C-371i). In addition, this was an important way for them to cope and gain a sense of control:
I just kind of went into administrative mode, automatic pilot, getting things organised, doing this, doing that and I couldn't be emotional. Otherwise, I'll just be crying all the time. (C-410i) I wanted to see all the reports, and that's when the disease diary started, which has turned out to be very useful, on a more practical level. But, I was going to hang onto that, because that was the only handle I could get on it was to be informed. I didn't know what else to do with myself, it's such a confusing period. (C-269c)
Renegotiating relationships
Caregivers described marked changes in their relationship with the patient, especially if the patient was their spouse: 'My relationship with [patient] is now, more or less, she's the patient and I'm here to help her […]'. (C-352i) The illness and resulting dependency of the patient represented a strain, which in some cases was experienced as a loss:
I believe I also am doing some grieving because we're not the same couple. He's not the same person and our life is not the same. (C465i) Well, I haven't really had a husband for quite a while. I mean he's there, I shouldn't say that. It's not that … he's not gone, but as far as socializing and stuff like that, I'm doing it with my friends. (C-410i) Caregivers described themselves as exhibiting more compassion and empathy and avoiding arguments with the patient: 'Now we tend to pussyfoot around each other. You don't want to get the other one upset.
[…] That's the way it's changed. We know that. We realise that' (C-620c). In some cases, the patient was described as withdrawing, becoming less engaged, or even venting anger:
[H]e just didn't want … he just kind of walled himself away. His personality really changed. His attitude and … he just wanted to be by himself. I can understand that in many ways, but it's just difficult for the rest of us around here. (C-618c) A prominent subtheme in spousal relationships, however, was that of increased emotional closeness, particularly in the intervention group:
Intimacy obviously is not there, but our … we've come closer … we bonded so much more.
[…] That's just part of the process of two becoming one, I think, in spirit. That's been a wonderful revelation, absolutely. (C-454i) Yes, I think [patient] and I tend to talk a lot more. He's not as afraid to show his emotions. He has broken down a few times, which is something he probably wouldn't do before. I think it's good.
[…] I think we've grown closer. We certainly have appreciated how much we rely on one another, and respected the fact that we need to be there for each other. (C-465i)
The illness represented a new opportunity to spend more time together and to be 'more in each other's lives day to day' (C-674i). Caregivers felt they were more 'in touch' and had a closer emotional bond with patients due to their shared experience, describing their relationship as that of a 'team'.
Confronting mortality
Confronting mortality emerged as a major theme, which took on a different form in each trial arm. For caregivers in the control group, two major subthemes emerged: 'deliberate ignorance' and 'fearing the future'; in the intervention group, subthemes were 'balancing hope with realism' and 'getting prepared'.
When caregivers in the control group were asked how they saw the future, most were avoidant. Caregivers responded 'I don't really think about things too much' (C-587c), stating they were 'not looking ahead too far' and 'just kind of going day by day' (C-618c):
[…] I don't want to taint my current life by thinking about end games. I think that's what it is. I think I prefer a little bit of deliberate ignorance. (C-269c) Maybe it's me I'm being unreal, but I just feel that as long as we can kind of keep hoping that things are going well, we won't have to deal with them if they aren't. (C-618c)
[…] I'm in denial a lot of the time too, like I just think [patient] is going to get better, so we're just going to wait until he gets better. I don't know how I'm going to be if he doesn't get better, if something happens to him. I don't know. I don't even want to think about that, so I don't, as much as I can. (C-339c) In contrast, caregivers in the intervention group described balancing hope with realism: 'although he's at the end of his journey, there's always hope' (C-410i):
I mean I'm hoping, there's part of me that's hoping that we beat this cancer. But there's the other part that's saying I've got to be realistic as well. (C-031i)
We're hoping that it doesn't happen. I guess that's what hope is all about, but I think we have to be realistic and prepare for that. (C-652i) Some reframed the focus of hope from cure to QOL: 'I guess we will be … forever hopeful, but also practical, preparing for the worst, expecting the best: that we're going to be able to make her cozy and comfortable'.
Caregivers in the control group who did engage in a discussion about the future described an underlying fear, coupled with an uncertainty of how they would cope and a lack of knowledge of available supports: In contrast, intervention group participants described feeling prepared: 'It's just I guess we're ready. […] I mean you're never ready, but we're all in the same place. So that's a good thing' (C-410i). These caregivers often 'talk[ed] about everything' with the patient, from wills, to living wills, home hospice care and funeral arrangements:
The other thing that's important for her is to make sure that all her papers are in order. We're about to do that either later this afternoon or tomorrow.
[…] She said: 'I just want peace of mind, nothing else. The rest is whatever God decides.' I said, 'So be it. No problem. We'll do it.' (C-454i)
In contrast, only two control caregivers mentioned advance care planning. In one case, the patient had received early palliative care despite being in the control group; the other caregiver had training as a grief counsellor, but still felt ill prepared for the end of life.
Maintaining resilience
Caregivers emphasised the need to 'stay strong' and described numerous methods of coping. These included maintaining a positive attitude, taking control by getting informed about the illness, spending time with family and friends and taking time for themselves, including for meditation, exercise, 'the opportunity for solitude' (C-263c) or doing 'something normal like every day mop the floor' (C-410i). Religious faith was a source of support for some, while for others, a coping method was to 'stay in the present and try and just focus on the now' (C-465i). Caregivers in both groups expressed how building a 'support team' could lessen the strain of caregiving.
A difference between control and intervention participants emerged in the description of professional supports. Participants in the control group tended to describe wanting to access help, but being unsure how to do so: Control caregivers described a lack of confidence in how they might cope into the future. A predominant concern was 'What would I do if something happened?' (C-269c):
What am I going to do if something happened to him? I won't be able to take care of him, but I don't know how the hospital could help with that. I really don't. (C-339c) In contrast, those in the intervention group had greater confidence in their own abilities and described accessing a wide range of professional services through the palliative care team, including social work, in-home caregiving, nursing care, counselling and support groups:
You're never panicked really about the pain, because you know you've got somebody there that's going to help you deal with it, or try to deal with it. (C-230i) [We] knew all about the resources here and we knew we could call on them and we felt confident that something would have been arranged, whatever was needed. (C-371i)
Discussion
Main findings
The purpose of our study was to develop a conceptualisation of QOL in caregivers for patients in the early stage of advanced cancer and to explore potential differences in QOL between caregivers in the early palliative care and usual care groups. The core category was living in the patient's world. Caregivers described their own QOL as connected inextricably to that of the patient, which necessitated reframing and refocusing their own lives. The burden of illness and of providing care affected every aspect of caregivers' existence, affecting them emotionally, physically, socially and financially. Taking on a new role as caregiver involved renegotiating their relationship with the patient, which was at times painful but often resulted in a closer emotional bond. These challenges, as well as facing mortality, were met with various internal and external strategies to retain resilience.
Although there was remarkable thematic consistency between trial arms, there were important differences in the themes of confronting mortality and maintaining resilience. Participants in the intervention group engaged in open discussion about the future, were able to balance hope with realism, felt prepared for the end of life, described access to a wide range of professional supports and had confidence in their own abilities as a caregiver. Those in the usual care group tended to avoid thinking about the future, engaged in 'deliberate ignorance', felt uncertain about how they would cope at the end of life and lacked knowledge of available supports. These findings have important implications for the development of QOL measures for caregivers that might be better suited for the earlier stages of advanced cancer, and for the identification of areas of potential impact of early palliative care interventions on caregiver QOL.
Explanation of findings in relation to previous research
The core category of living in the patient's world is consistent with previous quantitative research demonstrating an association between caregiver QOL and patient wellbeing. 27, 28 The emphasis placed by caregivers on their relationship with the patient, and on the influence of the patient's wellbeing on their own QOL, underlines the importance of using QOL measures developed specifically for caregivers, rather than relying on measures for general populations. 9 Even within specific QOL measures for caregivers, several of the themes identified in this study are not well represented. The few such measures that have been validated in cancer settings do not capture well caregivers' changes in roles and responsibilities, which are included in our theme of assuming the caregiver role. 29 This may be because several of these measures are older, developed between 1980 and 1999, 10, 30, 31 and may not reflect current societal norms (e.g. in employment of women) or increasing outpatient delivery of cancer treatments. As well, existing measures lack adequate representation of the themes confronting mortality and maintaining resilience. In contrast, the Quality of Life at the End of Life (QUAL-E) instrument, which measures QOL for patients, has specific domains entitled preparation for end of life and relationship with health care provider. 8 Further research should update existing measures of caregiver QOL or develop a new measure for this construct. In addition, it may be useful to create a specific scale to assess caregivers' preparation for the end of life. Although instruments exist to measure constructs such as death anxiety in patients, 32 an instrument for caregivers would acknowledge the important part that they play in end-of-life planning 33 and the distress they may experience in doing so. 34 Our findings also suggest that there are areas of potential impact for caregivers from an early palliative care intervention, which were not identified through quantitative analyses in our trial or others. 15, 16, 19 These negative quantitative results may have resulted from lack of content in the measures used for these trials (36-Item Short Form Survey (SF-36) 9 and CQOLC 10 ) on the very domains that differed in the intervention and control groups. This demonstrates the benefit of including a qualitative component in trials of palliative care interventions. [35] [36] [37] There may be several reasons for the differences in themes related to confronting mortality and maintaining resilience in the intervention and control groups. In the intervention group, palliative care physicians and nurses discussed goals of care and advance care planning; assessed the psychosocial needs of the caregiver as well as the patient; and discussed and offered additional supports. Previous studies support the impact of palliative care on advance care planning. 38 Timely discussions can help participants maintain hope and live in the present while preparing for the future. 39 Similarly, access to support from the palliative care team can improve caregiver confidence and resilience and increase satisfaction with care. 15 
Strengths and limitations
Strengths of this study include the relatively large sample for a qualitative study and its nesting within a randomised trial. This allowed comparison of views between participants who had or had not participated in an early palliative care intervention. Limitations relate mainly to sampling. The study took place in a single tertiary cancer centre, among educated participants of predominantly European background, who had participated in a randomised trial and consented to qualitative interviews. Theoretical sampling was limited to these participants, which may have affected the themes that developed.
What this study adds
This study revealed the profound influence on caregivers' QOL of their caregiving experience. Six major themes related to caregiver QOL; some of these were incompletely represented in existing QOL questionnaires, even those specifically for caregivers. The interviews also revealed differences between the intervention and control groups in the themes confronting mortality and maintaining resilience, which were not detected by the quantitative analysis. Consideration should be given to broadening caregiver QOL measures to cover these themes more inclusively. This may allow future trials to assess more accurately the impact of early palliative care on caregiver QOL and determine whether the qualitative differences that were identified are replicable in quantitative studies. Centre. Special thanks to Debika Burman and Nanor Kevork (Department of Supportive Care, Princess Margaret Cancer Centre) for their assistance with preparation of study materials, recruitment of patients, assistance with conduct and analysis of qualitative interviews and data entry and preparation. J.M., N.S., A.P., B.H. and C.Z. contributed to the concept and design. N.S. conducted and supervised qualitative interviews; J.M., N.S., A.P., B.H. and C.Z. coded and analysed data; all authors contributed to interpretation of data and revised data critically for important intellectual content. J.M. and C.Z. drafted the manuscript and all authors revised it critically for important intellectual content. All authors approved the final version and have participated sufficiently in the work to take public responsibility for appropriate portions of the content.
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